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Confact Namge: Yogendea Jain, Chiel Technieal Oificer / Co-founder

Date Subwmitted: January 18, 2031

Trade Name: seaitiCare PillStaton
Common Name: Medication rensinder

Produet Code / Regulation: 21 C.F.R. 90,5030, Daily Activity Assist Device {Mcedizalion
Remimder). product code NXQ, class |

Description:  The SentiCure PillStation includes an elecironic pillbox for home use (the
PiltSsation), and server software Tor comnminicating and programming the
PiilSiazion (PillStation Manager Sofiware). The SentiCare PillStation is designed
1o assist individuals with medication organization, self’ administration. snd
acherence. Specificaily, the PillStation is designed to aid individuals in
medication organization and reconciliation: identify incomplete or inappropriate
removal of medications with corrective fecdback: teach and coach about
medications and daily medical procedures; provide alerts of dose times; and
ensure timely rediils of all medications self-administration. The SemtiCare
PillStation is o daily assist device with many fealures 10 alert users and caregivers
of pre-determined seheduled medication times! gasy 10 use pill tray. pill bins
highlighted by light-up indicators, pil! alarms. and LCE sereen MLSSUING.
Through PillSzation’s buiki in scanning system, high qualiy, static digital images
are sent from the PillStation 1o PillStation Maunager software, Remote monitors,
people called “Call Center Advisows”, moniter and verily PillStation’s medication
contemts with PillSiation users’ prescriptions in order to keep rack of medication
alerts and verify that the wser and/or caregiver has toaded thelr prescribed
medications into the PiltStation pill way. This monitering is accomplished
through the PillSwution Manager software. The SentiCare PiilStation is a novel
approach lo medicatinn orgamization and may be of great assistance 1 those
individuals and curcgivers who look Lo impreve wpon their own medication
mg:«mfitmiun, adherance, and scIlf adminisiration.

Intended Use: The SentiCare PillStation is intended fur medical purposes o provide alens io
paticnts and healthcare providers for pre-determined medicntion dosing schedules.
The device ineororaies wireless communication and electronic imaging.

Substantial Equivalenec:  The SentiCare PillStution is sinitar in intended use and
technotogical characteristics w predicate devices revigwed s



medicaton reminders (Daily Activity Assist Devices), including
the Vacel Pill Phone (KOGD29R), and the ¢-pifl® 4 Alarm Vibraling
Pill Box (310(k) exempt).

The capability of the SentiCare PillStation to image the tentents of
tige pill wray and upload the information theough the Internet i a
central server was determined by the FIDA o intreduce a differem
fundamental teehrology requiring the submission of a 310(k).
Despite the introduction of this technology into the device, the
SentiCare MIiStation daes not perlorn fimage recognition ar
prohibit aceess o medications stored in the deviee. Apart from the
additional capability to scan the contents ol the pill ray, the
SentiCare MliStation is otherwise similar with respect o
indications for use and physical churacteristics w predicate devices
in torms of $10{k) substantial equivalency.

Applicable wsts were carried out as part of the software design
process, where the key funetions of the SentiCare PiliStatiun
{including hoth the PillStaiion and the PillStation Manager
sollware} were veritied aidfor validated. The results of the testing
met specifications, und esiablished the device as safe and effective
for its intendied use. which iy comparable to other predicate
devices.
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SentiCare, Incorporated

C/O Mr. Seth A. Mailhot

Nixon Peabody LLP

401 9™ Strect NW., Suite 900 o
Washington, District of Columbia 20004 JEN 78 el

Re: K103009
Trade/Device Name: SentiCare PillStation
Regulation Number: 21 CFR 890.5050
Regulation Name: Daily Activity Assist Device
Regulatory Class: |
Product Code: NXQ
Dated: January 18, 2011
Recerved: January 19,2011

Dear Mr. Mailhot:

We have reviewed your Section S10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior (o May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does

- not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading,

If your device is classified (see above) into either class Ii (Special Controls) or class 111
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register. -
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality sysiems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to hup://www.fda.gov/AboutF DA/CentersOffices/CDRH/CDRHOffices/uem
115809.htm for the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/Medical Devices/Safety/ReportaProblem/ default htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fda gov/MedicalDevices/Resourcesfor Y ow/Industrv/default htm.

Sincerely yours,

Vo TS
N\ Ny
Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



lndfcations for Use

510(k) Number (if known):

Device Name: SentiCare PillStation

Intended Use:

The SentiCare PiliStation is intended for medical purposes to provide alerts to patients and
healthcare providers for pre-determined medication dosing schedules. The device incorporates
wireless communication and electronic imaging.

Prescription Use __X AND/OR Over-The-Counter Use __X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
' NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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{Division Sign-0ff)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: /< /0300
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